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DETAILED ACTION 

1 . Applicant's preliminary amendment and remarks filed on 09/25/2009 are 
acknowledged. 

Claims 21 and 37 have been canceled. 

Claims 1 - 20, 22 - 36 and 38 are pending. 

2. Applicant's amendment to claims 20 and 22 has necessitated a modified 
restriction requirement to include these claims, as set forth below. 

3. Applicant's election with traverse of Group II and the Species of SEQ ID NOS: 
1 and 2 is acknowledged. Applicant's grounds for traversal are addressed in section 5 
below. 

Because Applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement between Groups I - X (claims 1-19) and Groups 
XI - XIX (claims 23 - 28), Applicant has not traversed the restriction requirement 
between Groups I - X and Groups XI - XIX (MPEP § 818.03(a)). Therefore, claims 23 
- 28, and claims 29 - 36 and 38 dependent therefrom are withdrawn from further 
consideration by the Examiner, under 37 C.F.R. § 1.142(b), as being drawn to 
nonelected inventions. 

Claims 1 - 20 and 22 are presently under consideration. 
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Restriction Requirement 

4. Restriction is required under 35 U.S.C. 121 and 372. 
This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

I. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 7 and 8, 
and to compositions and kits comprising said antibody. 

II. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 9 and 10, 
and to compositions and kits comprising said antibody. 

III. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 19 and 
20, and to compositions and kits comprising said antibody. 

IV. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 13 and 
14, and to compositions and kits comprising said antibody. 

V. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 23 and 
24, and to compositions and kits comprising said antibody. 
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VI. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 5 and 6, 
and to compositions and kits comprising said antibody. 

VII. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 17 and 
18, and to compositions and kits comprising said antibody. 

VIII. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 15 and 
16, and to compositions and kits comprising said antibody. 

IX. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 21 and 
22, and to compositions and kits comprising said antibody. 

X. Claims 1-19 and 22, drawn to a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 1 1 and 
12, and to compositions and kits comprising said antibody. 

XI. Claim 20, drawn to a method for preventing and/or treating a viral disease 
comprising the step of administering a bispecific antibody that has an activity of 
functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
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particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 7 and 8, 
and to compositions and kits comprising said antibody. 

XII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 9 and 
10, and to compositions and kits comprising said antibody. 

XIII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 19 and 
20, and to compositions and kits comprising said antibody. 

XIV. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 13 and 
14, and to compositions and kits comprising said antibody. 

XV. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 23 and 
24, and to compositions and kits comprising said antibody. 

XVI. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
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in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 5 and 
6, and to compositions and kits comprising said antibody. 

XVII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 17 and 
18, and to compositions and kits comprising said antibody. 

XVIII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 15 and 
16, and to compositions and kits comprising said antibody. 

XIX. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 21 and 
22, and to compositions and kits comprising said antibody. 

XX. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
viral disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 1 1 and 
12, and to compositions and kits comprising said antibody. 

XXI. Claim 20, drawn to a method for preventing and/or treating a malignant 
neoplasm comprising the step of administering a bispecific antibody that has an activity 
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of functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 7 and 8, 
and to compositions and kits comprising said antibody. 

XXII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 9 and 10, and to compositions and kits comprising said antibody. 

XXIII. Claims 1 - 19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 19 and 20, and to compositions and kits comprising said antibody. 

XXIV. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 13 and 14, and to compositions and kits comprising said antibody. 

XXV. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 23 and 24, and to compositions and kits comprising said antibody. 

XXVI. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
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an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 5 and 6, and to compositions and kits comprising said antibody. 

XXVII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 17 and 18, and to compositions and kits comprising said antibody. 

XXVIII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 15 and 16, and to compositions and kits comprising said antibody. 

XXIX. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 21 and 22, and to compositions and kits comprising said antibody. 

XXX. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
malignant neoplasm comprising the step of administering a bispecific antibody that has 
an activity of functionally substituting for a ligand of a heteromolecule-comprising 
receptor, in particular an antibody comprising an anti-AR2 chain comprising SEQ ID 
NOS: 1 1 and 12, and to compositions and kits comprising said antibody. 



XXXI. Claim 20, drawn to a method for preventing and/or treating a immune 
disease comprising the step of administering a bispecific antibody that has an activity of 
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functionally substituting for a ligand of a heteromolecule-comprising receptor, in 
particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 7 and 8, 
and to compositions and kits comprising said antibody. 

XXXII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 9 and 
10, and to compositions and kits comprising said antibody. 

XXXIII. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 19 and 
20, and to compositions and kits comprising said antibody. 

XXXIV. Claims 1-19 and 22, drawn to a method for preventing and/or treating 

a immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 13 and 
14, and to compositions and kits comprising said antibody. 

XXXV. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 23 and 
24, and to compositions and kits comprising said antibody. 

XXXVI. Claims 1-19 and 22, drawn to a method for preventing and/or treating 

a immune disease comprising the step of administering a bispecific antibody that has an 
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activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 5 and 
6, and to compositions and kits comprising said antibody. 

XXXVII. Claims 1-19 and 22, drawn to a method for preventing and/or treating 
a immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 17 and 
18, and to compositions and kits comprising said antibody. 

XXXVIII. Claims 1-19 and 22, drawn to a method for preventing and/or treating 
a immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 15 and 
16, and to compositions and kits comprising said antibody. 

XXXIX. Claims 1-19 and 22, drawn to a method for preventing and/or treating 

a immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 21 and 
22, and to compositions and kits comprising said antibody. 

XXXX. Claims 1-19 and 22, drawn to a method for preventing and/or treating a 
immune disease comprising the step of administering a bispecific antibody that has an 
activity of functionally substituting for a ligand of a heteromolecule-comprising receptor, 
in particular an antibody comprising an anti-AR2 chain comprising SEQ ID NOS: 1 1 and 
12, and to compositions and kits comprising said antibody. 
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In accordance with 37 CFR 1.499, Applicant is required, in response to this 
action, to elect a single invention to which the claims must be restricted. Applicant is 
advised that the response to this requirement to be complete must include an election of 
the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 



5. The inventions listed as Groups I - XXXX do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the 
same or corresponding special technical features for the following reasons: 

The inventions of Groups I - XXXX are deemed to have no special technical 
feature that defines the contribution over the prior art of Ledbetter et al. (US Patent No. 
6,010,902; of record). Ledbetter et al. teach bispecific antibodies which bind to the CD3 
component of the T cell receptor and induce proliferation of T cells (e.g. Example 6). As 
one of skill in the art is aware, the T cell receptor is a heteromolecule-comprising 
receptor mediating the proliferation of T cells upon binding of a ligand. Therefore, the 
bispecific antibodies taught by Ledbetter et al. functionally substitute for the ligand of the 
T cell receptor and as such, the teachings of Ledbetter et al. anticipate at least the 
instant claim 2. 

Applicant alleges at page 12 of the Remarks that even if claim 2 is anticipated, 
there is a special technical feature among one or more of the inventions set forth as 
Groups I - X. 

In response, the technical feature common to Inventions defined herein as 
Groups I - XXXX is a bispecific antibody that has an activity of functionally substituting 
for a ligand of a heteromolecule-comprising receptor. This technical feature is 
anticipated by the teachings of Ledbetter et al., as addressed above. Therefore, the 
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inventions of Groups I - XXXX do not have a special technical feature when viewed 
over the teachings of the prior art . 

Since Applicant's inventions do not contribute a special technical feature when 
viewed over the prior art, they do not have a single general inventive concept and so 
lack unity of invention. 



Species Election 



5. The species election requirement set forth in the previous Office Action is 
reiterated in the interest of completing the record. Applicant's election of Species A as 
set forth below is acknowledged. 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 

Applicant is required to elect a species wherein the anti-AR1 chain comprises: 

A. SEQ ID NOS: 1 and 2; or 

B. SEQ ID NOS: 3 and 4. 

These species do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features, for the same reasons as set forth in section 5 supra. 
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6. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if 
one or more of the currently named inventors is no longer an inventor of at least one 
claim remaining in the application. Any amendment of inventorship must be 
accompanied by a diligently-filed petition under 37 C.F.R. § 1.48(b) and by the fee 
required under 37 C.F.R. § 1.17(h). 

7. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to ILIA OUSPENSKI whose telephone number is 
(571)272-2920. The examiner can normally be reached on Monday-Friday 9 - 5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram R. Shukla can be reached on 571-272-0735. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/ILIA OUSPENSKI/ 
ILIA OUSPENSKI, Ph.D. 
Primary Examiner 
Art Unit 1644 



November 13, 2009 



